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(c) If whey is transferred to another 
plant for further processing, or if dur-
ing the processing procedure 
unpasteurized ingredients are added 
(except those necessary for lactose 
crystallization), or processing proce-
dures permit contamination or bac-
terial growth, the whey shall be repas-
teurized as close to the final drying op-
erations as possible. 

§ 58.810 Temperature requirements. 

(a) Unless processed within 2 hours, 
all whey or condensed whey, except 
acid type whey with a titratable acid-
ity of 0.40 percent or above, or a pH of 
4.6 or below, shall be cooled to 45 °F or 
less, or heated to 145 °F or higher. 
Other temperatures may be used when 
essential for the technology of the 
process, such as lactose crystallization 
and membrane whey separation proc-
esses, when the quality and wholesome-
ness of the product is not impaired. 

(b) Recording thermometers shall be 
required and so located to assure that 
the cooling or heating requirements in 
paragraph (a) of this section are met. 

§ 58.811 General. 

The operating procedures as con-
tained in §§ 58.237 through 58.244, 58.246, 
58.247, and 58.443 (a) and (b) shall be fol-
lowed as applicable. 

§ 58.812 Methods of sample analysis. 

Samples shall be tested according to 
the applicable methods of laboratory 
analysis contained in either DA In-
struction 918–RL, as issued by the 
USDA, Agricultural Marketing Serv-
ice, Dairy Programs, or the Official 
Methods of Analysis of the Association 
of Official Analytical Chemists, or 
Standard Methods for the Examination 
of Dairy Products. 

[67 FR 48976, July 29, 2002] 

REQUIREMENTS FOR FINISHED PRODUCTS 
BEARING USDA OFFICIAL IDENTIFICA-
TION 

§ 58.813 Dry whey. 

The quality requirements for dry 
whey shall be in accordance with the 
U.S. Standards for Dry Whey. 

SUPPLEMENTAL SPECIFICATIONS FOR 
PLANTS MANUFACTURING, PROCESSING, 
AND PACKAGING EVAPORATED AND 
CONDENSED MILK OR ULTRA-PASTEUR-
IZED PRODUCTS 

DEFINITIONS 

§ 58.905 Meaning of words. 

For the purpose of the regulations in 
this subpart, words in the singular 
form shall be deemed to impart the 
plural and vice versa as the case may 
demand. Unless the context otherwise 
requires, the following terms shall 
have the following meaning: 

(a) Evaporated milk. The liquid food 
made by evaporating sweet milk to 
such point that it contains not less 
than 6.5 percent of milkfat and not less 
than 16.5 percent of the total milk sol-
ids. The finished product shall conform 
to the requirements of the Food and 
Drug Administration for evaporated 
milk (21 CFR 131.130). 

(b) Concentrated milk, plain condensed 
milk. The product which conforms to 
the standard of identity for evaporated 
milk except that it is not processed by 
heat to prevent spoilage. The container 
may be unsealed, and stabilizing ingre-
dients are not used. The finished prod-
uct shall conform to the requirements 
of the Food and Drug Administration 
for concentrated milk (21 CFR 131.115). 

(c) Sweetened condensed milk. The liq-
uid or semi-liquid food made by 
evaporating a mixture of sweet milk 
and refined sugar (sucrose) or any com-
bination of refined sugar (sucrose) and 
refined corn sugar (dextrose) to such 
point that the finished sweetened con-
densed milk contains not less than 28.0 
percent of total milk solids and not 
less than 8.0 percent of milkfat. The 
quantity of sugar used is sufficient to 
prevent spoilage. The finished product 
shall conform to the requirements of 
the Food and Drug Administration for 
sweetened condensed milk (21 CFR 
131.120). 

(d) Ultra-pasteurized. The product 
shall have been thermally processed at 
or above 280 °F for at least 2 seconds, 
either before or after packaging, so as 
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to produce a product which has an ex-
tended shelf life under refrigerated 
conditions. 

[40 FR 47911, Oct. 10, 1975. Redesignated at 42 
FR 32514, June 27, 1977, and further redesig-
nated at 46 FR 63203, Dec. 31, 1981, as amend-
ed at 67 FR 48976, July 29, 2002] 

EQUIPMENT AND UTENSILS 

§ 58.912 General construction, repair 
and installation. 

The equipment and utensils used for 
processing and packaging evaporated, 
condensed or ultra pasteurized dairy 
products shall be as specified in § 58.128. 
In addition for certain other equip-
ment, the following requirements shall 
be met. 

§ 58.913 Evaporators and vacuum 
pans. 

All equipment used in the removal of 
moisture from milk or milk products 
for the purpose of concentrating the 
solids should comply with the require-
ments of the 3–A Sanitary Standards 
for Milk and Milk Products Evapo-
rators and Vacuum Pans. 

§ 58.914 Fillers. 
Both gravity and vacuum type fillers 

shall be of sanitary design and all prod-
uct contact surfaces, if metal, shall be 
made of stainless steel or equally cor-
rosion-resistant material; except that, 
certain evaporated milk fillers having 
brass parts may be approved if free 
from corroded surfaces and kept in 
good repair. Nonmetallic product con-
tact surfaces shall comply with the re-
quirements for 3–A Sanitary Standards 
for Plastic, and Rubber and Rubber- 
Like Materials. Fillers shall be de-
signed so that they in no way will con-
taminate or detract from the quality of 
the product being packaged. 

§ 58.915 Batch or continuous in-con-
tainer thermal processing equip-
ment. 

Batch or continuous in-container 
thermal processing equipment shall 
meet the requirements of the Food and 
Drug Administration for thermally 
processed low-acid foods packaged in 
hermetically sealed containers (21 CFR 
part 113). The equipment shall be main-
tained in such a manner as to assure 

control of the length of processing and 
to minimize the number of damaged 
containers. 

[67 FR 48977, July 29, 2002] 

§ 58.916 Homogenizer. 
Homogenizers where applicable shall 

be used to reduce the size of the fat 
particles and to evenly disperse them 
in the product. Homogenizers shall 
comply with the applicable 3–A Sani-
tary Standards. 

OPERATIONS AND OPERATING 
PROCEDURES 

§ 58.917 General. 
There are many operations and pro-

cedures used in the preparation of 
evaporated, condensed and ultra pas-
teurized dairy products that are simi-
lar, therefore, the following general re-
quirements will apply when such oper-
ations or procedures are used. 

§ 58.918 Standardization. 
The standardization of the product to 

obtain a finished product of a given 
composition shall be accomplished by 
the addition or removal of milkfat, 
milk solids-not-fat and/or water. The 
ingredients added to accomplish the 
desired composition shall be of the 
same hygenic quality as the product 
being standardized. 

§ 58.919 Pre-heat, pasteurization. 
When pasteurization is intended or 

required by either the vat method, 
HTST method, or by the HHST method 
it shall be accomplished by systems 
and equipment meeting the require-
ments outlined in § 58.128. Pre-heat 
temperatures prior to ultra pasteuriza-
tion will be those that have the most 
favorable effect on the finished prod-
uct. 

§ 58.920 Homogenization. 
Where applicable concentrated prod-

ucts shall be homogenized for the pur-
pose of dispersing the fat throughout 
the product. The temperature of the 
product at time of homogenization and 
the pressure at which homogenization 
is accomplished will be that which ac-
complishes the most desired results in 
the finished products. 
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